[Studies and recommendations on the design ov ROC analyses in nuclear medicine].
ROC analysis is the method of choice for an objective assessment of diagnostic tests; however, it requires large sample sizes. We investigated the influence of study design and data analysis on sampling requirements. A sample size of 123 for the patient as well as the control group, is required to prove a difference in sensitivity of 75% vs 90% (specificity 90%, statistical power 0.8). Analysis with the binormal bivariate ROC model allows > 35% reduction in sample size. If the patient group is increased the control group can be smaller, and vice versa; here the correlated ROC model also allows substantial decreases in sample size. If both diagnostic tests are performed in the same patient and control group and evaluated with the correlated ROC model, an objective, statistically sound assessment of diagnostic performance is possible with relatively small samples.